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+/-12 years in the PCA group and 59.5 +/-12 years in the PHT group. The proportion of men was 77.1% in the PCA group and 83.3% in the PHT group. For the current ancillary study, power calculations were not performed for clinical endpoints.
Study design
This was a prospective, randomised, clinical trial, carried out in three centres among all participating institutions. The length of follow-up was 30 days and was then extended to one year. All events were assessed up to 120 minutes after hospital admission, at discharge, and after one-year follow-up. Ten patients (6 in the PCA group and 4 in the PHT group) were lost to follow-up after initial hospitalisation since they moved to another area. It was not stated whether blinding was performed.
Analysis of effectiveness
The analysis of the clinical study was based on intention to treat. The primary outcome measure was a composite of death, non-fatal re-infarction, and non-fatal disabling stroke. Secondary outcome measures were frequency of major bleeding and a composite measure consisting of the primary clinical endpoint + major bleeding + revascularisations. In addition, the rates of immediate or subsequent mechanical revascularisation for patients receiving PCA or PHT were reported. At baseline, study groups were comparable with respect to demographic and clinical characteristics. In addition, the authors stated that patients included in the current ancillary study were comparable to the whole sample of patients included in the CAPTIM study (apart from a significantly higher percentage of patients with diabetes mellitus in the subgroup used for this analysis).
Effectiveness results
No statistically significant differences between the PCA and PHT groups were observed in the primary endpoint at 30 days (7.7% versus 12.3%) or after one year (14% versus 16.4%).
Major bleeding occurred in 5 PCA patients but did not occur in any PHT patient.
The secondary clinical end point after one year was significantly lower in the PCA group than in the PHT group (34% versus 61%; p<0.0001), showing better results for the PCA group.
The rate of immediate mechanical revascularisation was 88% for the PCA group and 35% for the PHT group (rescue angioplasty; difference: p<0.001), whereas the rate of subsequent revascularisation was significantly higher after PHT than after PCA, either during the initial hospitalisation period (42% versus 10%) or after one-year follow-up (49% versus 23%, p<0.001).
Clinical conclusions
The effectiveness analysis showed that the two treatments were equally effective with respect to the primary outcome measure both after 30 days and at one year. However, when major bleeding and revascularisations were taken into account, the frequency of adverse outcomes was significantly lower in PCA patients.
Measure of benefits used in the economic analysis
Health outcomes were left disaggregated and no summary measure of benefits was used in the economic analysis, thus a cost-minimisation analysis was carried out.
Direct costs
The perspective adopted in the study was not clear although the authors stated that a societal point of view was adopted. The following categories of direct medical costs were considered: hospitalisations (intensive coronary care unit (ICCU), medical ward, other intensive care unit (ICU), total in-hospital stay, cumulative re-hospitalisation, rehabilitation), revascularisations procedures (coronary angiographies, immediate or emergent PCI, stent, glycoprotein IIb/IIIa inhibitors, thrombolysis, intra-aortic balloon pump, coronary artery bypass grafting (CABG)), mobile care unit, other medications, and testing (exercise stress tests, nuclear cardiology studies, and echocardiography). Unit costs were presented separately from quantities of resources used for all items. Resource use was estimated from the CAPTIM trial using a micro-costing approach. The micro-costing evaluation was performed in two of the three hospitals and then extrapolated to the third institution, which had a similar accounting system. The authors stated that both fixed and variable items were included. Costs were estimated from the accounting system of one of the hospitals participating in the CAPTIM trial. Costs for drugs and devices were estimated using market prices. Details of the cost calculation were extensively reported. A 4% discount rate was applied. However, discounting was not relevant as the time horizon of the analysis was one year. The price year was 2000.
Statistical analysis of costs
Mean costs +/-standard deviation were presented as well as median values. Costs were compared using a MannWhitney nonparametric test. A power calculation was carried out for the ancillary analysis and suggested that a sample of 300 patients would be necessary to detect a 10% absolute reduction of the in-hospital total cost between the groups (alpha error of 0.05 and beta error of 0.15). Since only 289 patients were finally included, a post hoc analysis of the statistical power of the study showed that, with the same hypotheses for standard deviation, a difference of 10.25% for the in-hospital cost between the two groups was needed in order to be detected.
Indirect Costs
Indirect costs were not included.
Currency

US dollars ($). Costs were estimated in French francs and then converted into US dollars but the exchange rate was not reported.
Sensitivity analysis
A sensitivity analysis was performed to determine whether the cost estimates obtained in the current study could be transferred to other settings. Thus, UK and US unit costs were used as alternatives to French unit costs. The sources of data were reported. Subgroup analyses of costs were also performed.
Estimated benefits used in the economic analysis
Please refer to the effectiveness results reported above.
Cost results
In-hospital total costs per patient were $8,287 +/-$5,160 in the PCA group and $9,170 +/-$4,323 in the PHT group, (p=0.0001).
One-year hospitalisation costs were $5,885 +/-$5,023 in the PCA group and $6,492 +/-$7,860 in the PHT group, (p=0.01).
One-year revascularisation costs were $2,552 +/-$1,449 in the PCA group and $2,774 +/-$1,118 in the PHT group, (p=0.04).
One-year mobile unit costs were $1,036 +/-$378 in the PCA group and $1,239 +/-$434 in the PHT group, (p=0.0003).
One-year testing costs were $1,984 +/-$961 in the PCA group and $2,105 +/-$950 in the PHT group, (p= not significant).
Thus, one-year total costs were $12,132 +/-$7,671 (median: $9,872; 25-75 percentile: $8,483 -$14,689) in the PCA of resources used was extensively provided, which enhances the possibility of replicating the analysis of costs in other settings. A further strength of the analysis was the use of US and UK cost estimates which mean that the conclusions of the economic analysis can be transferred to other countries. Furthermore, extensive statistical analyses were carried out on cost estimates, not only to test the statistical significance of cost differences in the two treatment arms but also to enrol a number of patients sufficient to permit the identification of relevant cost differences. The source of data was reported for all items. The price year was reported, which simplifies reflation exercises in other time periods. These issues tend to strengthen the robustness of the economic analysis.
Other issues
The authors reported the results from other published clinical trials, which showed that better outcomes were in general achieved with PCA. The possible reasons for the different results of the current study (equivalence of the clinical outcome) were discussed. More consistent results were observed as regards resource use, since the majority of studies showed cost-savings associated with PCA. The issue of the generalisability of the study results to other settings was explicitly addressed in the sensitivity analysis, in which alternative cost estimates were taken into account, as reported above. The results of the main analysis and those of the sensitivity analysis were clearly reported. It was pointed out that the conclusions of the current study should not be extrapolated to other AMI patients, especially when the patient cannot be transported, within one hour, to a PCI centre.
Implications of the study
The study results suggest that patients presenting within 1 hour of the PCI centre should be referred directly to the catheterisation laboratory for PCA without performing PHT. The authors noted that some questions remain unresolved, such as whether immediate transfer to a PCI centre should be applied to all AMI patients after PHT, or should it be reserved only for high-risk patients with failed reperfusion or in haemodynamically unstable condition.
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